Peripheral and Central Nervous System Drugs Advisory Committee Meeting
November 6, 2020
Pre-recorded Presentations

Both the Food and Drug Administration (FDA) and Biogen, Inc. have prepared pre-recorded
presentations for the November 6, 2020, Peripheral and Central Nervous System Drugs Advisory
Committee meeting. These pre-recorded presentations will be viewed by the committee prior to the
meeting and will not be replayed on meeting day.

The recordings of the presentations can be found at the following addresses:

FDA Presentations (listed in viewing order):

1. Clinical Overview of Efficacy: Aducanumab for the Treatment of Alzheimer’s Disease by Kevin M.
Krudys, PhD; Division of Neurology 1 (1 of 3) - https://collaboration.fda.gov/polbfo7hfpka

2. Clinical Overview of Safety: Aducanumab for the Treatment of Alzheimer’s Disease by Natalie
Branagan, MD and Brian Trummer, MD, PhD ; Division of Neurology 1 (2 of 3) -
https://collaboration.fda.gov/puu0x7miwjmi

3. BLA 761178 Statistical Review: Aducanumab in Alzheimer’s by Tristan Massie, PhD; Office of
Biostatistics (3 of 3) - https://collaboration.fda.gov/pradgevcxis?

Biogen, Inc. Presentations (listed in viewing order):

1. Introduction: Aducanumab for the treatment of Alzheimer’s Disease by Biogen (1 of 7) -
https://collaboration.fda.gov/py8yfqrtjefO

2. Unmet Need: Aducanumab for the treatment of Alzheimer’s Disease by Biogen (2 of 7) -
https://collaboration.fda.gov/p3btb1z4k2rl

3. Clinical Development: Aducanumab for the treatment of Alzheimer’s Disease by Biogen (3 of 7) -
https://collaboration.fda.gov/pm67ry34mi2i

4. Efficacy: Aducanumab for the treatment of Alzheimer’s Disease by Biogen (4 of 7) -
https://collaboration.fda.gov/p4wlqgprlrwéy

5. Study Investigation: Aducanumab for the treatment of Alzheimer’s Disease by Biogen (5 of 7) -
https://collaboration.fda.gov/pwb4jutjsndg

6. Safety: Aducanumab for the treatment of Alzheimer’s Disease by Biogen (6 of 7) -
https://collaboration.fda.gov/pf3eij6ty9ws

7. Clinical Perspective: Aducanumab for the treatment of Alzheimer’s Disease by Biogen (7 of 7) -
https://collaboration.fda.gov/pdogptnlO6bb

Your internet browser may require a plugin to playback these presentations. If your browser does
not already have it installed, you may be prompted to download and install it.

The slides and transcripts of these pre-recorded presentations can be found at:
https://www.fda.gov/advisory-committees/peripheral-and-central-nervous-system-drugs-
advisory-committee/2020-meeting-materials-peripheral-and-central-nervous-system-drugs-
advisory-committee



https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpo1bfo7hfpka&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122529741%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=cP750egxWrYqOFEpMmNm3JZCWP0SEDkWnt1gpLVlr%2F4%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpo1bfo7hfpka&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122529741%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=cP750egxWrYqOFEpMmNm3JZCWP0SEDkWnt1gpLVlr%2F4%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpuu0x7miwjmi&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122539696%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=HsgNR5qywQhikKodKD9bqBOwg6S19bwP0zzcD166Vk8%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpuu0x7miwjmi&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122539696%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=HsgNR5qywQhikKodKD9bqBOwg6S19bwP0zzcD166Vk8%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpradgevcxis7&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122539696%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=jVoIv0bwKDEFOpEPjTZ5hk1fvlXElq92EMhT6Y6d4oM%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpradgevcxis7&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122539696%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=jVoIv0bwKDEFOpEPjTZ5hk1fvlXElq92EMhT6Y6d4oM%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpy8yfqrtjef0&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122549657%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=EM1Q7qql2b0kyr7MfEuYO6Zx1YMHzIlYx4lWwM%2FY6Yc%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpy8yfqrtjef0&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122549657%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=EM1Q7qql2b0kyr7MfEuYO6Zx1YMHzIlYx4lWwM%2FY6Yc%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fp3btb1z4k2rl&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122549657%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=VK%2BlXVxo92oj%2FkfIrojlQiBqVHpF0TFsVJ7lDgWxOM8%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fp3btb1z4k2rl&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122549657%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=VK%2BlXVxo92oj%2FkfIrojlQiBqVHpF0TFsVJ7lDgWxOM8%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpm67ry34ml2i&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122559609%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=TpPlmT25E4D8rTy0Qs8T%2BX%2BcpjMJ0UxsIDLCkJjlQIY%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpm67ry34ml2i&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122559609%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=TpPlmT25E4D8rTy0Qs8T%2BX%2BcpjMJ0UxsIDLCkJjlQIY%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fp4w1qpr1rw6y&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122559609%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=djSehET2XRplh3nli7vCxc21U0B7YZou378IwyYHqsE%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fp4w1qpr1rw6y&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122559609%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=djSehET2XRplh3nli7vCxc21U0B7YZou378IwyYHqsE%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpwb4jutjsndq&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122569565%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=XAObtF54YZCSi6j6y32i37FrvPrCmbR6ZjYX8U6lye0%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpwb4jutjsndq&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C1%7C637396704122569565%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=XAObtF54YZCSi6j6y32i37FrvPrCmbR6ZjYX8U6lye0%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpf3eij6ty9ws&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C0%7C637396704122569565%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=e2Wr9bKH6532StolVEIfPjUTbaIG0NZWzERPN6%2F6kyQ%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpf3eij6ty9ws&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C0%7C637396704122569565%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=e2Wr9bKH6532StolVEIfPjUTbaIG0NZWzERPN6%2F6kyQ%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpdoqptnl06bb&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C0%7C637396704122569565%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=IStgvdaCGw%2BuJHHcYRqduj%2Bhdx4tSFg1%2BFhlSWhdLPg%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcollaboration.fda.gov%2Fpdoqptnl06bb&data=04%7C01%7Crichard.kryscio%40uky.edu%7C9e30c88823da4313034008d87cece187%7C2b30530b69b64457b818481cb53d42ae%7C0%7C0%7C637396704122569565%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=IStgvdaCGw%2BuJHHcYRqduj%2Bhdx4tSFg1%2BFhlSWhdLPg%3D&reserved=0
https://www.fda.gov/advisory-committees/peripheral-and-central-nervous-system-drugs-advisory-committee/2020-meeting-materials-peripheral-and-central-nervous-system-drugs-advisory-committee
https://www.fda.gov/advisory-committees/peripheral-and-central-nervous-system-drugs-advisory-committee/2020-meeting-materials-peripheral-and-central-nervous-system-drugs-advisory-committee
https://www.fda.gov/advisory-committees/peripheral-and-central-nervous-system-drugs-advisory-committee/2020-meeting-materials-peripheral-and-central-nervous-system-drugs-advisory-committee
https://www.fda.gov/advisory-committees/peripheral-and-central-nervous-system-drugs-advisory-committee/2020-meeting-materials-peripheral-and-central-nervous-system-drugs-advisory-committee
https://www.fda.gov/advisory-committees/peripheral-and-central-nervous-system-drugs-advisory-committee/2020-meeting-materials-peripheral-and-central-nervous-system-drugs-advisory-committee
https://www.fda.gov/advisory-committees/peripheral-and-central-nervous-system-drugs-advisory-committee/2020-meeting-materials-peripheral-and-central-nervous-system-drugs-advisory-committee

